
DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration 
Washington, DC 20204 

OCT 23mv5 ‘00 OCT 25 I?+?:22 

Mr. Vincent De Stefano 
Associate Director, Regulatory Affairs 
Novartis Consumer Health, Inc. 
560 Morris Avenue 
Summit, New Jersey 0790 I- 13 12 

Dear Mr. De Stefano: 

This is in response to your letters to the Food and Drug Administration (FDA), dated October 
4,2000, pursuant tp 21 U.S.C. 343(r)(6) (section 403(r)(6) of the Federal Food, Drug, and 
Cosmetic Act (the Act)). Your submission states that Novartis Consumer Health, Inc. is 
making the following claims, among others, for the following products: 

Resource’ Wellness AllerPro 
“Allergy Formula - Helps Moderate The Body’s Reaction to External Allergens” 
“For Whom? People looking to moderate their body’s reactions to external allergens” 
“To do What? Helps lessen discomfort commonly associated with allergies” 
“...help moderate discomforts commonly associated with allergies” 
“...improve the body’s defenses against irritating allergies” 

21 U.S.C. 343(r)(6) al m tes clear that a statement included in labeling under the authority of 
that section may not claim to diagnose, mitigate, treat, cure, or prevent a specific disease or 
class of diseases. The statements that you are making for this product, including the name of 
the product (i.e., AllerPro),” suggest that it is intended to treat, prevent, or mitigate diseases, 
namely allergies. These claims do not meet the requirements of 21 U.S.C. 343(r)(6). These 
claims suggest that this product is intended for use as a drug within the meaning of 21 U.S.C. 
321(g)(l)(B), and that it is subject to regulation under the drug provisions of the Act. If you 
intend to make claims of this nature, you should contact FDA’s Center for Drug Evaluation 
and Research (CDER), Office of Compliance, HFD-3 IO, 7520 Standish Place, Rockville, 
Maryland 20555. 
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Please contact us if we may be of further assistance. 

Sincerely, 

John B. Foret 
Director 
Division of Compliance and Enforcement 
Office of Nutritional Products, Labeling, 

and Dietary Supplements 
Center for Food Safety 

and Applied Nutrition 

Copies: 
FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-300 
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of 
Enforcement, HFC-200 
FDA, New Jersej;*bistrict Office, Compliance Branch, HFR-MA240 

cc: 
HFA-224 (w/incoming) 
HFA-305 (docket 97S-0163) 
HFS-22 (CCO) 
HFS-800 (file, r/f) 
HFS-8 11 (r/f, file) 
HFD-40 (Behrman) 
HFD-3 10 (B Williams) 
HFD-3 14 (Aronson) 
HFS-605 
HFV-228 (Bet@ 
GCF-1 (Nickerson, Dorsey) 
f/t:rjm:HFS-81 1: 10/20/00:73S19.adv:disc5 1 
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October 4,200O 

Office of Special Nutrition& 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
200 C Street, S.W. (HFS-450) 
Washington, D.C. 20204 

Novartis Consumer kealth, Inc. 
560 Morris Avenue 
Summit, NJ 07901-1312 

Main Number: 908-598-7600 
Fax: 908273.2869 

Re: Section 403(r)(6) Notification 

Dear Sir or Madam, 
: 

In accordance with the requirement of Section 403(r)(6) of the Federal Food, Drug and Cosmetic 
Act, Novartis Consumer Health, Inc. notifies the Food and Drug Administration that is has, 
within the past thirty (30) days, begun using the following phrase and statement: 

. *. . 
Allergy Formula - Helps Moderate The Body’s Reaction to External Allergens 

For Whom? People looking to moderate their body’s reactions to external allergens. 
To Do What? Helps lessen discomfort commonly associated with allergies. 

Xanthium Sibiricum, Gardenia .Jasminodes, Chrysanthemum Morifolium: Natural 
fruit and flower extracts that help moderate discomforts commonly associated with 
allergies. 

Scutellaria Baicalensis: Natural root extract that helps improve the body’s defenses 
against irritating allergies. 

on the following product: 

Resource@ Wellness AlJerPro 

The statements of nutritional support are based on scientific literature which render the statements 
substantiated, truthful and non-misleading. The information submitted herein is a complete and 
accurate representation of the product named. 

Sincerely, 

Novartis Consumer Health, Inc. 

bJJ-= 
Vincent De Stefano 
Associate Director, Regulatory Affairs 
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